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- ■■ The MAILING DATE of this commun.cat,o n appears on the cover sheet ^ith the correspondence aaaress - 
Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) FROM 

. ;; NO period for reply is specified f ove the rnax.^u^^^^^ ABANDONED (35 U^S.C. § 133). 

■ stpinSrySro^^c^^tSt^^^^^ 

" earned patent term adjustment. See 37 CFR 1.704(b). 

Status 

1 )□ Responsive to communication(s) filed on • 

2a)n This action is FINAL. 2b)S This action is non-final. 

3) D Since this application is in condition for allowance except Ts?" G 21 1 '° " 

closed in accordance with the practice under Ex parte Quayle. 1935 CD. 1 1 , 453 O.b. 
Disposition of Clainfis 

4) 13 Claim(s) 1M 's/are pending in the application. 
4a) Of the above claim(s) 10.23 and 33 is/are withdrawn from consideration. 

5) D Claim(s) is/are allowed. 

6) 13 ^Inimf-) ^ ^-^^ ^4-.32 and 34-36 is/are rejected. 
?)□ Claim(s) is/are objected to. 

8) 0 Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) n The specification is objected to by the Examiner. 

1 0) 0 The drawing(s) filed on is/are: a)^ accepted or b)^ objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(a). 

11) D The proposed drawing correction filed on is: a)^ approved b)D disapproved by the Examiner. 

If approved, corrected drawings are required in reply to this Office action. 

12) D The oath or declaration is objected to by the Examiner. 
Priority under 35 U.S.C. §§ 119 and 120 

13) D Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 1l9(a)-(d) or (f), 

3)0 All b)n Some*c)n None of: 

1 □ Certified copies of the priority documents have been received. 

2 □ certified copies of the priority documents have been received in Application No. . 

,U copies Of the certified copies of the pnority ^o— -eived ,n this National Stage 

aoDlication from the International Bureau (PCT Rule 17.2(a)) 
* see the attacSdSailed Office action for a list of the certified cop.es not received. 

14) 0 Acknowledgment is made ofaclaim for domestic priority under 35U.S.C.§119(e)(toaprov.^^^^ 

a) □ The translation of the foreign language provisional app;icat^n has been rece^ed^ 

15) 0 Acknowledgment is made of a claim for domestic priority under 35 U.S.C. §§ 120 and/or 121. 
Attachment(s) ^ ^^^^^^ ^p^^^^^^ p^p^^ ^^^^^ 

1 ) 13 Notice of References Cited (PTO-892) ^ ^^^^1 p^j^^^ Application (PTO-1 52) 

2) □ Notice of Draftsperson's Patent Drawing Review (PTO-948 . ^ 5 U Not 

3) U information Disclosure Statement(s) (PTO-144 9) Paper j ^ ^^^^^ 
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DETAILED ACTION 
Election/Restrictions 

, AppUca„fse,ec.io„wi.htraverseofspeciesf.gure3a„dsub-speciesoffigures3aa„d3b 
i„PaperN0.8,sa— dsed.Thet.aversaHson*egrou„dCs).hanhesea..hfonhesep^^^^ 
.pe.es wou,d„o.pose an undue bu.denon*eexa™in«.™s.„o.foundpe.uas.vebeca.sea 
search tonhe separate speces and sub-species would poseaburdenon the examiner. 

The requirement is st,ll deemed proper and is therefore made FINAL. 

Claim Rejections - 35 VSC §102 
, Thefo.Iowin,isa,uotatio„oftheappropriatepara,raphson5U.S.C.,02thatformthe 

basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

Claims 1-9, 12-22. and 24-32 are rejected under 35 U.S.C. 102(b) as being anfcipa.ed by 
Ritson et al. Patent No. WO 94/16759. Referring to claim 1. Ritson discloses an automatic 
aerosolmedication delivery systemand methods that compnsesadispo,ableco„tainer4(see 

figure4)con,ainingadrugformu,ation; an aerosol generatorforaerosohzingthe drug 
formulation;aprevention device 300(seef,guresl-4)whtchprevems access to the drug 
formulationwheninaninactive state and whichpermitsaccessto the drugformulationwhenm 

an activated state. 

Referring toclaim 2, Ritson shows that the prevention device comprises anelectronic 
,„e.outdeviceCseepage23nnes31-32a„dpage24,havmga,oc.„ute,ementthat,spositioned 
,„adosepreventingposi.ionwhen,ntheinactive state, and ismovabletoadosingpermttttns 
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pos«o„whene,ec„,c.u„e„Us.ppUe..op>ace*e,oc.ouUev,cel„,heac..a^ 

..„enes(seef.u.3)ca„a,sc.euseaasane,ec.o„,c,ocKo..ev,ce,nKU.^^ 

Refe.,ng,oo.ata3,Ri.so„ Shows .hatthelocKou, device fi.r,her comprises circuitryfor 

s„pp,.„ge,ectricaUu„e„..o.ovethe,ocRou.e.e™e„..o.hedosepe™m^^^ 

lockout device is in the activated state (see page 24). 

Refemng to c,a,.4,Ritso„ shows that the lockout dev,ce further cotnprisesaconttoile, 

,.i„ga„associated™e,„oryforstoru.gadosingco„dU,o„,andwherei„theco„.ro,.eris 

eo„r.ured.ose„das,snalto place theiockoutdevce.the actuated state at^er the dos,„g 

condition has been satisfied (see page 38 lines 5-20). 

ReferringtoclaimS.Ritson shows that the container4con,pr,sesacanister30.and 

, „™„ri,es a metering valve 32 and an actuator operably coupled to 
wherein the aerosol generator comprises a metering 

the canister (see figure 3). 

Referring to Claim 6,Ri,son.inventiontotitercontprisesahousrng40, wherein the 

e.i3ter30.sreeiproca,ly held witbinatleastapositionofthehousingbetweenahome position 

.dadosingpositionwherethc actuator is cngageatoopenthe.eteringvalve32ana to permit 

.He escape of a metered amount of the drug formulation from the canister 30 (see figure 3). 

Referring to claim 7. Ri.son shows that the lockout element is positioned to prevent 
e„,gementof,heactuatorwheninthedosepreve„tingpos,tiontothereb,prcventopeningof 

,he metering valve 32 (see figure 3 and pages 32 and 33). 

Referringto claim S,Ritson shows that the lockout elementhasadistal end that IS 

e„,ageablewiththe canister topreventsubstantial displacement ofthccanister into thehousing 
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40 when the lookout element ,s m the dose preventing position (see pages 32 and 33 and figure 
3). 

Referring to claim 9, Ritson shows that upon placement of the preventing device mto the 
activated state, the d.stal end of the lockout element is retracted to permit displacement of the 
canister into the housing 40 and to perm.t engagement of the actuator to open the metermg valve 
(see pages 32 and 33 and figure 3). 

Referring to claim 12, Ritson's invention fitrther comprises a dose counter disposed to 
count the number of doses of the drug formulation dispensed from the container (see figure 3). 

Referring to cla.m 13, Ritson shows that the container 4 is reciprocatably disposed wrthin 
a housing 40; and wherein the dose counter comprises a dose counttng circuit positioned to sense 
when the container has been reciprocated within the housing (see page 20 and figure 3). 

Referring to claim 14. Ritson shows that the dose counter further comprises a display for 
mdicating if the container contains an amount of drug formulation (see figure 3 and page 20). 

Refening to claim 15, Ritson's invention further comprises a nozzle operable coupled to 
the cantster 30, and wherein the housing further tncludes a mouthpiece 20 disposed to receive the 
drug formulation from the nozzle (see figure 3). 

Referring to claim 16, Ritson show drat the mouthpiece has a firs, end and a second end, 
and wherein the nozzle isposiUoned within anopening adjacent the first end ofthe mouthpiece 

to permrt the aerosolized drug formulation to be delivered to a patiem upon inhalation through 
the second end of the mouthpiece (see figure 3). 

Referring to claim 17, Ritson discloses an automatic aerosol med.cation delivery system 
and methods that does prov.de a container 4 (see figure 4) having an amount of a drug 
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f„™u.atio„;preve„,ing*e«a.sferof*ed™gfo™u,at,o„fro..heoo„.a;„er4w,.Ha„ 
e,ec.ron,c lockout device when .he .oaou.device is ,n an inactive s.a.e; and supp.,e,ec.nca, 
e.„en..o.he,ocKou.dev,ce.opiace.heioc.outdev,ce,„anac.ivesta,e,,hetebyp— 
„ansferof,hedrugfo™u.a„onftom the container(seef,gu,e3and pages 32and33). 

Refemng .0 cla,m 18. Ritson shows tha.fte electromc lockout device comprises a 
,ockou,elementthatispositionedi„adosep.eventingposUionwhenintheinactivestate.and 

tothercotnptistngmoving the lockout element toadosing permitting position wheneiectnc 

current .ssuppliedtoplaoe the lockout devicem.heac,ivatedsta.e(seef,gute3and pages 32 

and 33). 

Referringtocla,ml9.Ritso„showsthatthecontai„er4co„rpr,sesacanister30havmga 
metering valve 32and an actuator, wheretn the camster 30 is reoprocatab, held wtthtna 
,„us,ng 40 betweenahomeposttionandadosingpositton and further comprising depressing the 
.nister30intothehousingtothedosingposition.oengage the actuator arrdtoreleaseametered 
amountofthe drug—on When the lockout device is intheact,vestate(seef,gure3and 

pages 32 and 33). 

Referring toc.aim20,Ritson-sinve„tion further comprisesamethodforpreventtng 
engagementofthe actuator when the lockout dementis in thedose preventing pos,t,on(see 

pages 32 and 33). 

Referring .ocla,m21.R.tson-sinventiontethercomprisesamethodforengagingthe 
cantster 30 with the lockoutelement to prevent moven,entofthecanistertothed,spensing 
position whenthelockout element is in the dose preventing position(see pages 32and33). 
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Referring to claim 22, Ritson's invention forther comprises a method for disengaging the 
lockout element from the canister 30 to permit movement of the canister 30 to the dispensing 
position upon supply of the electrical current (see pages 32 and 33). 

Referring to claim 24, Ritson's invention comprises a method for stopping the supply of 
the electric current to the lockout device after the drug formulation has been transferred from the 
container 4 (see figure 3 and pages 32 and 33). 

Referring to claim 25, Ritson's invention further comprises a method for supplying 
electric current to the lockout device to permit another dosing only after a certain dosing 
conditions have been satisfied (see page 20). 

Referring to claim 26, Ritson's invention ftirther comprises a method for counting the 
number doses transferred from the container (see page 20). 

Referring to claim 27, Ritson's invention further comprises a method for displaying 
whether the container 4 contains an amount of drug formulation based on the number of counts 
(see page 20). 

Referring to claim 28. Ritson discloses an automatic aerosol medication delivery system 
and methods that comprises a housing 40 (see figure 3) having a mouthpiece 20 (see figure 3); a 
c^ister 30 that is movable within the housing 40 when manually depressed into the housing 40, 
the ccmister 30 having a metering valve 32 that is operable to release a metered amount of drug 
formulation ftom the canister 30; and a control system 200, 300, and 50 to control opening of the 
valve such that the valve is only opened when a force is manually applied to depress the canister 
30 into the housing 40 and when a dosing condition has been satisfied (see figure 3 pages 20, 32. 
and 33). 
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Refe.ing ,o da,m 29. Ritson shows that the conTol system comprises a controner and a 
,ocU.„gn,echa„.sm.«heretn thecontronet is configured to sendasigna. to the ,oeRi„g 
mechanism to perntitopentngofthevalveonce the dosing conditionhas been sa.,sf,ed(see 

pages 32 and 33). 

Referring to daim 30, Ritson shows that the dosing condition ,s the passage of a cermin 
^onntoftinte between dosings, and fnrther comprising an electronicdocR coupled to the 

controller to measure the passage of time between dosings (see page 24 hues 20-25). 

Referring to claim 31. Ritson shows that the locking mechanism is normally in a dose 
preven.ingpost.ionandtsmovahletoadosingpos,t,onwhenelectnca,currentissuppl,edtothe 

,ock,ngmechanism.opermitopen>ngofthe valve when the canister ,sdepressed(seepages32 
and 33). 

Referring to da.m 32. Ritson shows that the locktng mechamsm includes a locking 
elementthatengagesthe canister to prevent depression ofthe canister into the housing when in 

the dose preventing position (see pages 32 and 33). 

Claim Rejections -35USC§103 

. T T S r 103 fa) which forms the basis for all 

3. The following is a quotation of 35 U.b.L. lUJi^a; wiu 

obviousness rejections set forth in this Office action: 

(.^patent .ay not be Obtained though theinven.o„.^^^^^ 

\Lon 102 of this title, if the ^'^^^l^^^^;^^^^ the invention was made to a person 

manner in which the invention was made. 

Cla,ms 34. 35, and 36 are rejected under 35 U.S.C. 103(a) as bemg unpatentable over 
Rrtson et al. Patent No WO 94/16759 in view of Samiotes Patent No. 6.125,844. 
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Ri,so„discloses.heapp.ica„t.inve„«o„asc,ai.edwiththeexcep.ionofs.a.in,gtha^^ 

drug formulation is nicotine. 

San.io.es disc,osesaportab.eoxyg.nbaseddrugae.,verysystem*at does state ,ha..he 

to— oouldbe„icot,t,e(seeco,u,™t6Ut.es20-35).Thetefo.eitwould be Obvious to 

modify R,tso„.inve„t,onbystati„gtha. the dtugfonttuiattontsntcotine so that one Rno«s the 

limitations of the invention. 

Referring to cairns 34 and 36, the ehoiceofmcottne as the dtug—on is sintplya 

matter of design choice as stated in Ritson (see page 17 lines 21-24). 

Referrtng to eia.mn.the applicant states thatahand-held portable aerosoldrug delivery 

systentfttrthercontprisesahtghpressnre gas source to assist inaerosoliztngthedrugfonrtniation 

whenthepreventingdevce is inthe activated state whereas tnthespecmeattons the applicant 

elearlystatesthat"opt,onally,ahigh pressure gas source maybe prodded to assist in 

aerosoli.i„gthe drug tormuiationwhertthepreventingdevice is inthe activated state" Therefore 

abigh pressure gas source tsstmplyamatterofdesignchotce and dependson where the 

invention is going to be applied. 
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Conclusion 

4. The prior art made of record and not relied upon is considered pertment to applicant's 
disclosure. 

Any inquiry concermng this communication or earlier communication from the examiner 
should be directed to Nihn Patel whose telephone number is (703) 306-3463. The examiner can 
normally be reached on Monday-Friday from 7:30 am to 4:30 pm. If attempts to reach the 
examiner by telephone are unsuccessful the examiner supervisor Henry Bennett can be reached 
at (703) 308-0101. 
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